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DETAILED ACTION 

Claims 1-14 are pending. 

Specification 

The use of the trademarks PROVIGIL® (pg. 1-3, 6, and 8-10), MODIODAL® (pg. 1), and 
VIGIL® (pg. 1) have been noted in this application. Trademarks should be capitalized wherever 
they appear and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the proprietary 
nature of the marks should be respected and every effort made to prevent their use in any 
manner, which might adversely affect their validity as trademarks. 

Claim Rejections - 35 (JSC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter, which the applicant regards as his invention. 

Claims 2-4, 6, and 14 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 2 and 3 are vague and indefinite, because it would not be apparent to a person of 
ordinary skill in the art in which solvent and temperature the pharmaceutical composition is 
characterized by dissolution of a given percentage of said composition within a specified period 
of time. 



Application/Control Number: 10/720,583 Page 3 

Art Unit: 1616 

Claims 4, 6, and 14 are vague and indefinite because trademarks do not refer to a specific 
composition. The manufacturer of goods and services associated with a particular trademark 
could modify said goods/services and thereby inherently change any properties associated with 
said products/services. The use of trademarks in a claim to refer to a product is improper as 
stated in the MPEP § 2173.05 (u). 



Claim Rejections - 35 USC §102 

Claims 1-4 and 6, 10-14 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Grebow et al. (U.S. Patent No. 5,618,845) ("USPN 4 845"). 

The Applicant claims an oral pharmaceutical composition comprising modafinil particle 
sizes, wherein at least about 5% of said modafinil particles have a diameter greater than 200 
microns, and wherein said composition has properties similar to those of PROVIGIL® tablets. 

It is noted that UPSN '845 is owned by the manufacturer of commercially available 
modafinil compositions, associated with the trademark PROVIGIL . 

Grebow discloses an acetamide derivative ( modafinil) having a defined particle size, 
which can have a significant effect on the potency and safety profile of the drug (title and 
abstract). 

Grebow discloses that the word "about" means plus or minus approximately ten percent 
of the indicated value (col. 2, lines 44-49). Grebow also discloses that it is preferable that not 
more than about 5% of the cumulative total (percent cumulative) of modafinil particles in any 
one dose provided to a mammal have particle sizes greater than about 200 microns (col. 3, lines 
16-20). About 5% includes amounts ranging from 4.5% to 5.5% and about 200 microns includes 
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particle sizes ranging from 180 microns to 120 microns. Therefore, the amounts of particles 
having a particle size greater than 200 microns as disclosed by Grebow overlaps with the range 
in the amount of particles having a particle size greater than about 200 microns as recited by the 
Applicant in claim 1 of the instant application. 

Grebow discloses that the pharmaceutical composition can contain at least about 50 mg 
(i.e. 45-55 mg), preferably at least about 100 mg (i.e. 90-1 10 mg), or more preferably at least 
about 200 mg (i.e. 180-220 mg) of modafinil having a particle size as defined previously (col. 4, 
lines 11-15). In Table 1, Grebow discloses the mean and median particle diameters of modafinil 
compositions from "early lots (designated as E-Letter)" and "later lots (designated as L-#) " 
including compositions having a median particle size greater than 60 and greater than 90 
microns (i.e. entries E-A to L-l in Table 1). 

Grebow discloses that his invented modafinil compositions are preferably administered 
orally in the form of a vehicle such as a tablet, capsule, powder , pill, liquid/suspension or 
emulsion. The carrier may also comprise agents that aid solubility, absorption, flavor, color or 
texture of the vehicle or its contents (col. 10, lines 18-24). 

Regarding the rate of dissolution of Grebow' s disclosed pharmaceuticals in comparison 
with those recited by Applicant, the Examiner concludes that Grebow' s compositions inherently 
meet these limitations, because the prior art discloses a composition having the same components 
and a composition is inseparable from its properties. This assertion is further supported by 
Applicant's Figures 1-2, wherein the dissolution properties and the resulting blood plasma 
concentration of Applicant's administered composition are compared to the commercially 
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available product associated with the PROVIGIL® trademark, and appear to be the same within 
experimental error. 



Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1. Applicant Claims 

2. Determining the scope and contents of the prior art. 

3. Ascertaining the differences between the prior art and the claims at issue; and 
resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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Claims 7-9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Grebow 
et al. (U.S. Patent No. 5,618,845) ("USPN '845"). 



Applicant Claims 

The Applicant claims an oral pharmaceutical composition comprising modafinil particle 
sizes, wherein (a) at least about 5% of said modafinil particles have a diameter greater than 250 
microns (claim 7), (b) at least about 10% of said modafinil particles have a diameter greater than 
200 microns (claim 8), and (c) at least about 15% of said modafinil particles have a diameter 
greater than 190 microns (claim 9). 

Determination of the Scope and Content of the Prior Art (MPEP §2141.01) 

Many of the teachings of the prior art have been set forth above in the previous rejection 
of claims 1-4 and 6, 10-14 made under 35 U.S.C. § 102(b) as being anticipated by Grebow et al. 
(U.S. Patent No. 5,61 8,845) ("USPN '845"). Additional relevant teachings are set forth below. 

Grebow teaches in section VII, entitled "Effect of Modafinil Particle Size on Modafinil 
Plasma Concentration" that the results of animal studies with dogs led them to conclude that it 
was important to control modafinil particle size to address safety concerns and the use of 
modafinil particles having a defined size is more efficient because a given plasma modafinil 
concentration can be achieved at a lower oral dose (col. 9, lines 37-47). 



Ascertainment of the Difference Between Scope the Prior Art and the Claims 

(MPEP §2141.012) 



Application/Control Number: 10/720,583 Page 7 

Art Unit: 1616 

The difference between the prior art teachings and the recited claims of the instant 
application is that the instant Application recites larger particle sizes and a greater amount of said 
particles having a larger particle size than what is generally preferred by the prior art reference. 

Although the prior art does teach a preference for smaller particles sizes, it would have 
been obvious to a person of ordinary skill in the art at the time of the instant application that the 
size of particles in an oral composition and the amount of active agent in a composition are 
parameters that one would optimize. The physical characteristics (e.g. size and shape) and of 
particulate compositions as well as the amount of ingredients in a composition are clearly result 
specific parameters that a person of ordinary skill in the art would routinely optimize. 
Optimization of parameters is a routine practice that would be obvious for a person of ordinary 
skill in the art to employ. It would have been customary for an artisan of ordinary skill to 
determine the optimal physical characteristics (e.g. particle size.) and the amount of different 
ingredients of a particulate composition needed to achieve the desired results. Thus, absent some 
demonstration of unexpected results from the claimed parameters, the optimization of ingredient 
amounts would have been obvious at the time of applicant's invention. This is further evidenced 
by Applicant's figures 1-2, wherein the compositions of the instant application and those of the 
prior art have essentially the same dissolution properties and result in the same modafinil plasma 
concentration profiles. 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Heacock et al. (U.S. 2004/0048931) ("Heacock"). 
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Applicant Claims 

The Applicant claims an oral pharmaceutical composition comprising modafinil particle 
sizes, wherein (a) at least about 5% of said modafinil particles have a diameter greater than 250 
microns (claim 7), (b) at least about 10% of said modafinil particles have a diameter greater than 
200 microns (claim 8), and (c) at least about 15% of said modafinil particles have a diameter 
greater than 190 microns (claim 9), wherein said compositions have properties similar to those of 
PRO VIGIL® and are 80% dissolved within 30 minutes and 50% dissolved within 10 minutes. 

Determination of the Scope and Content of the Prior Art (MPEP §2141. 01) 

Heacock teaches pharmaceutical compositions comprising modafinil in the form of 
particles of defined size (abstract). These compositions may comprise particles selected from 
discrete lots; including a small particle size lots (sizes ranging from less than or equal to 0.1 
microns to less than or equal to 200 microns), large particle size lots (sizes ranging from less 
than or equal to 220 microns to less than or equal to 400 microns), and very large particle size 
lots (sizes ranging from less than or equal to 400 microns to less than or equal to 500 microns) 
[0029] through [0031]. Compositions comprising different sized modafinil particles are taught 
in Examples 3-42 and tabulated in column 9, including compositions comprising particles 
wherein (a) 20% of the particles have a size of equal to or less than 200 microns (Ex. 9) and 
(b ) 0-5% of the particles have a size less than or equal to 400 microns (Ex. 11). 

Heacock notes that routine experimentation is desirable to determine optimum particle 
size makeup and proportions or mixtures that exhibit similar dissolution profiles and/or are 
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bioequivalent to commercially available modafinil associated with the PROVIGIL® trademark 
[0064]. 

Heacock also teaches that the compositions may further comprise surfactants, including 
non-ionic, ionic, and bile salt surfactants such as sodium alkyl sulfates (ionic), polyoxyethylene 
sorbitan fatty esters (non-ionic), and deoxycholic acid (bile salt) [0066]. The term "surfactant" 
reads on the term "dissolution modifier," per Applicant's description of what constitutes a 
dissolution modifier on page 3 of the instant specification. Heacock 5 s invented modafinil 
compositions are preferably administered orally in the form of vehicles such as tablets, capsules, 
powders, pills, etc. [0069]. 

Ascertainment of the Difference Between Scope the Prior Art and the Claims 

(MPEP §2141.012) 

The difference between the prior art teachings and the recited claims of the instant 
application is that the instant Application recites u a dissolution modifier" in claim 5 and that the 
compositions of the instant application have specific dissolution profiles after a specified period 
of time and properties comparable to the commercially available modafinil composition 
associated with the PROVIGIL® trademark. 

Although the prior art does not expressly teach a "dissolution modifier" per se, it would 
have been apparent to a person of ordinary skill in the art at the time of the instant invention that 
surfactants are dissolution modifiers, as evidenced by Applicant's disclosure on page 3 of the 
instant application. Regarding the dissolution profiles and other properties of Applicant's recited 
composition, it would have been apparent to a skilled artisan that the prior art composition would 
have the same or a substantially similar dissolution profile and properties intrinsically associated 
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with solid oral modafinil compositions, because the prior art teaches the same composition as 
that recited in the claims of the instant application. 

Other Matter 

The Examiner respectfully suggests inserting the words "particle size" between the words 
"median" and "of in claim 10, line 2, as this would remove any ambiguity as to what "median" 
Applicant is referring. 

Conclusion 

Claims 1-14 are rejected. No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James H. Alstrum-Acevedo whose telephone number is (571) 
272-5548. The examiner can normally be reached on M-F, 9:00-6:30, with every other Friday 
off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on (571) 272-0664. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 



Application/Control Number: 10/720,583 



Page 1 1 



Art Unit: 1616 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

James H. Alstrum-Acevedo, Ph.D. 
Patent Examiner 
Technology Center 1600 




Tofiann Richter, Ph. D., Esq. 
Supervisory Patent Examiner 
Technology Center 1 600 



